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This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 
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□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority, 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of _ 



sheets. 
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I Basis of the report 

II Q Priority 

HI Q^j Non-establishment of report with regard to novelty, inventive step or industrial applicability 

IV | | Lack of unity of invention 
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L Basil of the report 



1. This report has been drawn go the basis of Substitute sheets which have been famished to the recehing Office in response to an imitation 
under Article 14 are referred to in this report as "originally filed " and are not annexed to the report since they do not contain amendmentsy. 



| x[ the international application as originally filed. 
| X| the description, pages 1*19 



pages NONE 
pages NONE 
pages 



the claims, 



Nos. 
Nos. 
Nos. 
Nos. 
Nos. 



1-20 



NONE 



NONE 



NONE 



[ x | the drawings, sheets/fig NONE 



sheets/fig NONE 



sheets/6g NONE 
sheets/fig 



, as originally filed. 
, filed with the demand. 
, filed with the letter of . 
, filed with the letter of . 



as originally filed. 

as amended under Article 19. 

filed with the demand. 

filed with the letter of 

filed with the letter of 



, as originally filed. 
, filed with the demand. 
, filed with the letter of . 
, filed with the letter of . 



2. The amendments have resulted in the cancellation of: 

fx] the description, pages NONE 

| x| the claims, Nos. 



NONE 



Q£J the drawings, sheets/fig NONE 



3. I I This report has been established as if (some of) the amendments had not been made, since they have been considered 
' to go beyond the disclosure as filed, as indicated in the Supplemental Box Additional observations below (Rule 70.2(c)). 



4. Additional observations, if necessary: 
NONE 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. STATEMENT 

Novelty (N) Claims 9-10, 19-20 YES 

Claims 1-8, 11-18 NO 

Inventive Step OS) Claims NONE YES 

Claims U20 NO 

Industrial Applicability (IA) Claims i^O YES 

Claims NONE NO 



2. CITATIONS AND EXPLANATIONS 

Claims 9-10 and 19-20 meet the criteria set forth in PCT Article 33(2), because no single prior art reference can be 
found that explicitly discloses a delivery system comprising an aerosol dispenser containing purified sea water and an anionic 
surface active agent 

Claims 1-20 meet the criteria set forth in PCT Article 33(4), because the claimed invention finds industrial applicability 
in the delivery of active chemical agents. 

Claims 1-8 and 11-18 lack novelty under PCT Article 33(2) as being anticipated by Jass et al. 

Jass et al. explicitly disclose an aerosol dispenser that contains 3% hydrogen peroxide and 0.6% sodium lauryl sulfate 
(see Example A in columns 7-8, in particular, column 8, lines 48, 54 and 60-68). Consequently, instant claims 1-8 and 11-18 
are anticipated by Jass et al. 

Claims 1-20 lack an inventive step under PCT Article 33(3) as being obvious over Jass et al. 

Jass et al. disclose the aerosol delivery of active agents (see from column 1, line 66 to column 2, line 6; and column 
5, line 23 to column 6, line 65). Hydrogen peroxide with surfactant such as sodium lauryl sulfate is disclosed (column 5, line 
- 45; column 6, lines 57-58; Example A at columns 7-8). Carrier system containing sodium lauryl sulfate is disclosed (Table I 
at columns 7-8). 

The only difference between the claimed invention and Jass et al. is that Jass et al. do not expressly disclose the use 
of purified sea water as the "chemical agent" However, given the status of purified sea water as a well known therapeutic agent 
(see applicant's admission in description page 3, lines 7-1 OX its incorporation into Jass 1 delivery system for myriad active agents 
would have been well within the skill of the ordinary skilled artisan. 

Therefore, the claimed invention, as a whole, would have been obvious to the routineer in the art, and claims 1-20 lack 
an inventive step under PCT Article 33(3). 



NEW CITATIONS 

NONE 



Form PCT/IPEA/409 (Box V) (January 1994)* 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/US96/15596 



VL Certain documents cited 



1. Certain published documents (Rule 70.10) 
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Publication Date 
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Filing Date 
(day/month/year) 
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Priority date (valid claim) 
(day/month/year) 
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Date of written disclosure 
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International application No. 
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Vffl. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are full] 
supported by the description, are made: 

Claims 10 and 20 are objected to as lacking clarity under PCT Article 6. 

Claim 10 is a composition claim, as is claim 9. the claim from which claim 10 depends. However, claim 10 requires that sea 
water "is used ..." (emphasis added). Such language is clearly improper since this appears to be a method step for a composition. 

Claim 20 is similarly defective because "use" of sea water is not permitted. Rather, the verb there should be changed to "present" 
or some other acceptable alternative. 
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CLASSIFICATION: 

The International Patent Classification (IPC) and/or the National classification are as listed below: 
IPC(6): A61K 7/16 f 7/20, 9/00. 9/12, 33/14, 33/40 and US CI.: 424/43, 49, 53, 56, 400, 401, 405, 616, 680; 514/900, 
901, 902, 945 
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DOCUMENTS CONSIDERED TO BE RELEVANT 
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Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



US 3,976,223 A (JASS et al.) 24 August 1976, see column 
5, line 33 to column 6, line 65; column 7 # lines 19-21; 
Example A in columns 7*8. 

US 5,084,268 A (THALER) 28 January 1992, see column 5, 
lines 36-50; claims 1-15. 
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1-20 
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(30) Priority Data: 
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(54) Title: TOPICAL FORMULATIONS AND DELIVERY SYSTEMS 



(57) Abstract 

A system for delivering a chemical agent in the form of a foam, which in its preferred embodiment involves the use of an aerosol 
dispenser to deliver a formulation containing both an anionic surface active agent such as sodium lauryl sulfate as a delivery agent and a 
chemical agent such as either hydrogen peroxide as a disinfecting chemical agent or natural sea water. 
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IMPORTANT NOTICE 


International application No. 

PCT/US96/15596 ./ 


International filing date (day/month/year) 
20 September 1996 (20.09.96) 


Priority date (day/month/year) 

22 September 1995 (22.09.95) / 


^ PHYLOMED CORPORATION et al ^ffljO^^ ^ll^'X tifa^ 



Notice is hereby given that the International Bureau has communicated, as provided in Article 20, the international application 
to the following designated Offices on the date indicated above as the date of mailing of this Notice: 

CA,EP,US 



In accordance with Rule 47.1 (c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
the communication of the international application has duly taken place on the date of mailing indicated above and no copy 
of the international application is required to be furnished by the applicant to the designated Office(s). 

2. The following designated Offices have waived the requirement for such a communication at this time: 

None 



The communication will be made to those Offices only upon their request. Furthermore, those Offices do not require the 
applicant to furnish a copy of the international application (Rule 49.1(a-bis)). 

3. Enclosed with this Notice is a copy of the international application as published by the International Bureau on 
27 March 1997 (27.03.97) under No. WO 97/10802 



REMINDER REGARDING CHAPTER II (Article 31(2)(a) and Rule 54.2) 

If the applicant wishes to postpone entry into the national phase until 30 months (or later in some Offices) from the priority 
date, a demand for international preliminary examination must be filed with the competent International Preliminary 
Examining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 19-month time limit. 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to file a demand for international preliminary examination. 



REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

If the applicant wishes to proceed with the international application in the national phase, he must, within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 
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IMPORTANT NOTIFICATION 



International application No. 


International filing date (day /month/year) 


Priority Date (day /month/year) 


PCT/US96/15596 


20 SEPTEMBER 1996 


22 SEPTEMBER 1995 


Applicant 






PHYLOMED CORPORATION 







1 . The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application. 



2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 



3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of 
the report (but not of any annexes) and will transmit such translation to those Offices. 



4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Of fices)( Article 
39(l))(see also the reminder sent by the International Bureau with Form PCT/TB/301). 

Where a translation of the international application must be furnished to an elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the 
PCT Applicant's Guide. 
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Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
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International filing date (day/month/year) 
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Priority date (day /month/year) 
22 SEPTEMBER 1995 


International Patent Classification QPC) or national classification and IPC 
Please See Supplemental Sheet 


Applicant 
PHYLOMED CORPORATION 



2. 



This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 

This REPORT consists of a total of sheets. 

I | This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority, 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of _ 



sheets. 



3. This report contains indications relating to the following items: 
I p^j Basis of the report 
II Q Priority 

III | | Non-establishment of report with regard to novelty, inventive step or industrial applicability 

IV | | Lack of unity of invention 

V I X| Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
1 — 1 citations and explanations supporting such statement 

VI | x| Certain documents cited 

VII | | Certain defects in the international application 

VHI I x| Certain observations on the international application 
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I. Basis of the report 



1. This report has been drawn on the basis of fSubsttiute sheets which have been fianished to the receiving Office in response to an invitation 
under Article 14 are referred to in this report as "originally filed" and are not annexed to the report since they do not contain amendments): 



m 



the international application as originally filed. 



the description, pages 1*19 



pages NONE 
pages NONE 
pages 



the claims, 



Nos. 1-20 



Nos. NONE 



Nos. NONE 
Nos. NONE 
Nos. 



| x | the drawings, sheets/fig NONE 



sheets/fig NONE 



sheets/fig NONE 
sheets/fig 



, as originally filed. 
, filed with the demand. 
, filed with the letter of . 
, filed with the letter of . 



, as originally filed. 

, as amended under Article 19. 

, filed with the demand. 

, filed with the letter of 

, filed with the letter of 



, as originally filed. 
, filed with the demand. 
, filed with the letter of . 
, filed with the letter of . 



2. The amendments have resulted in the cancellation of: 

| x| the description, pages NONE 

[ x| the claims, Nos. 



NONE 



[ x| the drawings, sheets/fig NONE 



3. I I This report has been established as if (some of) the amendments had not been made, since they have been considered 
*—* to go beyond the disclosure as filed, as indicated in the Supplemental Box Additional observations below (Rule 70.2(c)). 



4. Additional observations, if necessary: 
NONE 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


L STATEMENT 






Novelty (N) 


Claims 9-10, 19-20 


YES 




Claims 1-8. 11-18 


NO 


Inventive Step (IS) 


Claims NONE 


YES 




Claims 1-20 


NO 



Industrial Applicability (LA) Claims i^O YES 

Claims NONE NO 



2. CITATIONS AND EXPLANATIONS 

Claims 9-10 and 19-20 meet the criteria set forth in PCT Article 33(2), because no single prior art reference can be 
found that explicitly discloses a delivery system comprising an aerosol dispenser containing purified sea water and an anionic 
surface active agent 

Claims 1-20 meet the criteria set forth in PCT Article 33(4), because the claimed invention finds industrial applicability 
in the delivery of active chemical agents. 

Claims 1-8 and 11-18 tack novelty under PCT Article 33(2) as being anticipated by Jass et al. 

Jass et al. explicitly disclose an aerosol dispenser that contains 3% hydrogen peroxide and 0.6% sodium lauryl sulfate 
(see Example A in columns 7-8, in particular, column 8, lines 48, 54 and 60-68). Consequently, instant claims 1-8 and 11-18 
are anticipated by Jass et al. 

Claims 1-20 lack an inventive step under PCT Article 33(3) as being obvious over Jass et al. 

Jass et al. disclose the aerosol delivery of active agents (see from column 1, line 66 to column 2, line 6; and column 
5, line 23 to column 6, line 65). Hydrogen peroxide with surfactant such as sodium lauryl sulfate is disclosed (column 5, line 
45; column 6, lines 57-58; Example A at columns 7-8). Carrier system containing sodium lauryl sulfate is disclosed (Table I 
at columns 7-8). 

The only difference between the claimed invention and Jass et al. is that Jass et al. do not expressly disclose the use 
of purified sea water as the "chemical agent," However, given the status of purified sea water as a well known therapeutic agent 
(see applicant's admission in description page 3, lines 7-10). its incorporation into Jass* delivery system for myriad active agents 
would have been well within the skill of the ordinary skilled artisan. 

Therefore, the claimed invention, as a whole, would have been obvious to the routineer in the art, and claims 1-20 lack 
an inventive step under PCT Article 33(3). 



NEW CITATIONS 

NONE 
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VI. Certain documents cited 



1. Certain published documents (Rule 70.10) 



Application No. 
Patent No. 

US. A, 5,512.278 
(MUNDSCHENK) 



Publication Date 
(day/monihfyear) 

30 APRIL 1996 



Filing Date 
(day/month/year) 

11 JANUARY 1994 



Priority date (valid claim) 
(day/month/year) 



NONE 



2. Non-written disclosures (Rule 70.9) 

Date of written disclosure 

Kind of non-written disclosure Date of non-written disclosure referring to non-written disclosure 

(day/month/year) (day/month/year) 
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VIII. Certain observations on the international application 

The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

Claims 10 and 20 are objected to as lacking clarity under PCT Article 6. 

Claim 10 is a composition claim, as is claim 9, the claim from which claim 10 depends. However, claim 10 requires that sea 
water "is used ..." (emphasis added). Such language is clearly improper since this appears to be a method step for a composition. 

Claim 20 is similarly defective because "use" of sea water is not permitted. Rather, the verb there should be changed to "present" 
or some other acceptable alternative. 
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International application No. 
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International filing date 
(day/month/year) 

20 SEPTEMBER 1996 



Applicant 
PHYLOMED CORPORATION 



l. | x| The applicant is hereby notified that the international search report has been established and is transmitted herewith. 
Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the international application (see Rule 46): 

When? The time limit for filing such amendments is normally 2 months from the date of transmittal of the 
international search report; however, for more details, see the notes on the accompanying sheet. 

Where? Directly to the International Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 
Facsimile No.: (41-22) 740.14.35 

For more detailed instructions, see the notes on the accompanying sheet. 



The applicant is hereby notified that no international search report will be established and that the declaration under 
Article 17(2)(a) to that effect is transmitted herewith. 



With regard to the protest against payment of (an) additional fee<8) under Rule 40.2, the applicant is notified that: 

□ the protest together with the decision thereon has been transmitted to the International Bureau together with th< 
applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices. 

| ] no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 



4. Further action (s): The applicant is reminded of the following: 

Shortly after 18 months from the priority date, the international application will be published by the International Bureau. 
If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the 
priority claim, must reach the International Bureau as provided in rules 90 bis 1 and 90 bis 3, respectively , before the 
completion of the technical preparations for international publication. 

Within 19 months from the priority date, a demand for international preliminary examination must be filed if the applicant 
wishes to postpone the entry into the national phase until 30 months from the priority date (in some Offices even later). 

Within 20 months from the priority date, the applicant must perform the prescribed acts for entry into the national phase 
before all designated Offices which have not been elected in the demand or in a later election within 19 months from the 
priority date or could not be elected because they are not bound by Chapter D. 
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International application No. 
PCT/US96/ 15596 


International filing date (day/month/year) 
20 SEPTEMBER 1996 


(Earliest) Priority Date (day/month/year) 
22 SEPTEMBER 1995 


Applicant 

PHYLOMED CORPORATION 



This international search report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 

This international search report consists of a total of sheets. 




| Xj It is also accompanied by a 


copy of each prior art document cited in this report. 


1. 


| | Certain claims were found unsearchable (See Box I). 


2. 


| | Unity of invention is lacking (See Box II). 


3. 


1 1 The international application contains disclosure of a nucleotide and/or amino acid sequence listing and the 
1— 1 international search was carried out on the basis of the sequence listing 




□ 


filed with the international application. 




□ 


furnished by the applicant separately from the international application, 




1 1 but not accompanied by a statement to the effect that it did not include matter 
going beyond the disclosure in the bienwtional application as filed. 




□ 


transcribed by this Authority. 


4. 


With regard to the title, Qx] 


the text is approved as submitted by the applicant. 




□ 


the text has been established by this Authority to read as follows: 


5. 


With regard to the abstract, 








the text is approved as submitted by the applicant. 




□ 


the text has been established, according to Rule 38.2(b), by this Authority as it appears 
in Box ID. The applicant may, within one month from the date of mailing of this 
international search report, submit comments to this Authority. 


6. 


The figure of the drawings to be published with the abstract is: 




Figure No. [ | 

□ 


as suggested by the applicant. I 1 Vf , , 

66 3 vy J J None of the figures. 

because the applicant failed to suggest a figure. 




□ 


because this figure better characterizes the invention. 
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What parts of the International application may be amended ? 

The claims only. 

SarSlT' 00 ^ ^ «* international preliminary examination under 
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(v) the daim is the result of the division of a daim as filed. 



